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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant regards 

as the invention. 

Where applicant acts as his or her own lexicographer to specifically define a term of a 
claim contrary to its ordinary meaning, the written description must clearly redefine the claim 
temri and set forth the uncommon definition so as to put one reasonably skilled in the art on 
notice that the applicant intended to so redefine that claim term. Process Control Corp. v. 
HydReclaim Corp., 190 F.3d 1350, 1357, 52 USPQ2d 1029, 1033 (Fed. Cir. 1999). The term 
"communication" in claims 6 and 7 is used by the claim to mean something like "contact". While 
in a sense communication does indicate contact between multiple parties, in the context of the 
claims the use of the term does not provide adequate description such that one of ordinary skill 
in the art would understand the subject matter being claimed. Furthermore, term is indefinite 
because the specification does not clearly redefine the term. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
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granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Clainfis 1-4 and 6-7 are rejected under 35 U,S,C. 102(e) as being anticipated by Drizen 
et al. (U.S. PG Pub No. 2002/0037319). 

Drizen et al. teacli a device for the delivery of an active across the skin (see paragraph 
1 ; instant claim 1). The device is taught to be composed of a backing sheet (first outer layer), 
polymer matrix (second inner layer) with hyaluronic acid (active principle), and an adhesive 
oriented such that the backing is coated with adhesive (e.g. adhesives of the sort use on 
bandages - skin adhesive) and the polymer matrix spans from one side to the other of the 
backing sheet (see figure 1, paragraph 226 lines 3-7. paragraph 227 lines 1-4, paragraph 228; 
instant claims 1-4). In addition, Drizen et al. teach that the polymer matrix is centered from end- 
to-end on the backing sheet allowing the adhesive to be exposed on either side (see figure 1 
and paragraph 227 lines 3-4; instant claim 3). Drizen et al. teach that the backing sheet is 
composed of material that is impervious to oil or water (non-leaking), such as plastic (see 
paragraph 36 lines 1-3; instant claim 1). Drizen et al. also teach an embodiment with a backing 
sheet (first outer layer), permeable membrane (second inner layer) overlaying a reservoir with 
the active containing polymer, that is affixed to the backing sheet (see figure 6, paragraph 233, 
234, and 236; instant claim 6). This embodiment also contains adhesive overlays on either side 
of the permeable membrane (see figure 6 and paragraph 233 lines 2-3; instant claim 6). In 
addition, Drizen et al. also teach the presence of a peel disk (protective seal) which protects 
against the release of active from the reservoir prior to use (see paragraph 235; instant claim 7). 
The intended use of "for ocular delivery" does not impart any structural limitation to the device, 
therefore it is not given patentable weight. Further, the device taught by Drizen et al. is capable 
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of coming into contact with the eye. Thus instant claims 1-4 and 6-7 are anticipated by Drizen et 
al. 

Claims 1, 4, 6, and 8 are rejected under 35 U.S.C. 102(e) as being anticipated by Miller 
et al. (U.S. PGPub No. 2004/0071761). 

Miller et al. teach a device for non-invasive ocular drug deliver (see title and paragraph 
2; instant claim 1). The device is taught to comprise a rigid or semi-rigid housing (first outer 
layer) with a reservoir or fluid retaining member that holds the pharmaceutical (active principle) 
compound and a rate limiting membrane (second inner layer) (see paragraph 74, paragraph 75 
lines 12-16, and paragraph 76 lines 1-4; instant claims 1, 4, 6, and 8). In addition the housing 
also includes a seal that forms a tight seal against the eye of a patient (essentially non-leaking) 
(see 75 lines 3-6; instant claim 1). Thus claims 1, 4, 6, and 8 are anticipated by Miller et al. 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 

claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 

claims was commonly owned at the time any inventions covered therein were made absent any 

evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 

the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (0 or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over Drizen et al. 

Drizen et al. teach a device for the delivery of an active across the skin (see paragraph 
1; instant claim 1). Drizen et al. teach the device to have a backing sheet (first outer layer), 
permeable membrane (second inner layer) overtaying a reservoir that is affixed to the backing 
sheet (see figure 6, paragraph 233, 234, and 236; instant claim 1-2, and 4). This embodiment 
also contains adhesive overlays on either side of the permeable membrane (see figure 6 and 
paragraph 233 lines 2-3; instant claim 3). Further, this permeable membrane is taught to contain 
apertures (orifices) (see paragraph 236; instant claim 5). Since this layer has many apertures, it 
would have been obvious to one of ordinarily skill in the art at the time the invention was made 
to have one of these pores located at the center of the device, as their location controls the 
delivery of the active in the polymer it covers (see paragraph 236; instant claim 5). Therefore 
claims 1-5 are obvious over Drizen et al. 

Claims 1, 4, 6, and 8-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Miller et al. in view of Leonardi (U.S. Patent No. 4,727,869). 

As discussed above Miller et al. anticipate claims 1, 4, 6, and 8, teaching an ocular drug 
delivery device with a rigid or semi-rigid housing, pharmaceutical containing reservoir and rate 
limiting membrane (see Claim Rejections - 35 USC § 102 form claims 1, 4. 6, and 8). Miller et 
al. do not discuss a means to secure or apply the taught device. Leonardi teaches a device that 
immobilizes the eyelid where a splint is supplied with straps that encircle the head (see column 
1 lines 43-45; instant claim 9). It would have been obvious to one of ordinary skill in the art at 
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the time the invention was made to add the strap mechanism to the invention of Miller et al. in 
order to allow for the securing and easy removal of the device (see column 2 lines 10-14 and 
26-29; instant claim 9). Therefore claims 1 , 4, 6, and 8-9 are obvious over Miller et al. in view of 
Leonardi. 



No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to CARALYNNE HELM whose telephone number is (571)270-3506. The 
examiner can normally be reached on Monday through Thursday 8-5 (EDT). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Michael Woodward can be reached on 571-272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Sen/ice Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 
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